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DETAILED ACTION 

The response filed 10/14/2008 has been received. 

Election/Restrictions 

Applicants' argue that claim 17 was improperly withdrawn, and should be 
rejoined. In response, in the submission filed 1/22/2007, applicants listed the claims 
that read on the elected species; claim 17 was not included in that listing. Claim 17 was 
withdrawn based on applicants' submission. See page 3, first fill paragraph, final 
sentence of the 1/22/07 response. Applicants' traverse of the election of species 
requirement as applied to claim 17 is not timely, because the first response to the 
requirement did not traverse the election of species. See response filed 4/22/2007 and 
Office action mailed 4/9/2008 at 2. Claim 17 remains withdrawn. 

Claims 1-122 are pending; claims 14-17, 21, 54- 56, 73-121 are withdrawn; 
claims 1-13, 18-20, 22-53, 57-73, and 122 are treated on the merits in this action. 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-13, 18-20, 22-24, 28-39, and 122 remain rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

The rejection is maintained for reasons of record. In addition, the new recitation 
of "reduced initial burst" is indefinite. The term "reduced" is comparative. The claim 
does not specify what the initial burst is compared to in order to determine whether it is 
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"reduced". As such, the artisan has no way to know whether a composition according 
to the claim has a "reduced" initial burst, as claimed. 

Response to Arguments 

Applicants' arguments have been fully considered but are not persuasive. 
Applicants' argue that the term "low molecular weight" is defined in paragraph [0059] of 
the specification. The definition in that paragraph is itself indefinite. The definition in 
paragraph 59 provides a range within a range, which is unclear because it is uncertain 
whether the broader or narrower range embodies the claim. Further, the molecular 
weights in paragraph 59 lack units. Molecular weight may be measured in different 
units, such as daltons, g/mol, or kilodaltons. Finally, the molecular weights in paragraph 
59 are determined by gel permeation chromatography. Gel permeation 
chromatography determines the molecular weight of an analyte by directly comparison 
of the analyte to polymer standards with known molecular weights. The results of a gel 
permeation chromatography analysis will differ depending on what standard is used; for 
example, comparison to a polystyrene standard will give different results that 
comparison to a polymethylmethacrylate standard. Because the alleged definition of 
low molecular weight in the specification is indefinite, this definition cannot be relied on 
to make the term "low molecular weight" in the claims definite. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-8, 10-12, 18-20, 22, 24, 29-35, 40-52, 57-65, 70 and 72 are rejected 
under 35 U.S.C. 103(a) as being unpatentable over US 6,130,200 Brodbeck in view of 
US 5,760,077 toShahnian. 

The teachings of Brodbeck were discussed in the previous Office Action. Also 
note that Brodbeck teaches the use of particles of active agent, with particle sizes from 
0.1-100 microns, or from 1-25 microns. Col. 21. 

What is lacking from Brodbeck is a teaching of one or more of the anesthetics of 
claim 1. 

Shahinian teaches tetracaine, an analgesic of claim 1 , was known prior to the 
invention to have anesthetic properties and to be useful for long-term (sustained 
release) administration. Col. 3, lines 65-47. 

It would have been prima facie obvious to a person of ordinary skill in the art at 
the time of the invention to include tatracaine in the invention of Brodbeck. This 
modification involves no more than adding a recognized anesthetic of Shahimian to a 
composition that already has an anesthetic (Brodbeck). Combination of elements 
recognized in the prior art as having the same purpose in order to achieve the 
recognized purpose is prime facie obvious. Here, the combination represents no more 
than combining known anesthetis in order to achieve a composition that provides 
anesthesia. It follows that the claims constitute obvious subject matter. 
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Claims 1-8, 10-13, 18-20, 22-39, 40-53, 57-72 and 122 are rejected under 35 
U.S.C. 103(a) as being unpatentable over US 6,130,200 Brodbeck in view of US 
6,432,415 to Osborne and US 5,760,077 to Shahinian. 

The of Brodbeck and Osborne were discussed in the previous Office Action. 

What is lacking from Brodbeck and Osborne is a teaching of one or more of the 
anesthetics of claim 1 . 

Shahinian teaches tetracaine, an analgesic of claim 1 , was known prior to the 
invention to have anesthetic properties and to be useful for long-term (sustained 
release) administration. Col. 3, lines 65-47. 

It would have been prima facie obvious to a person of ordinary skill in the art at 
the time of the invention to include tatracaine in the invention of Brodbeck. This 
modification involves no more than adding a recognized anesthetic of Shahimian to a 
composition that already has an anesthetic (Brodbeck). Combination of elements 
recognized in the prior art as having the same purpose in order to achieve the 
recognized purpose is prime facie obvious. Here, the combination represents no more 
than combining known anesthetis in order to achieve a composition that provides 
anesthesia. Further, Osborne directly suggests the use of anesthetics, so adding a 
known anesthetic is merely following the express suggestion of the prior art. 

Claims 1-12, 18-20, 22, 24, 29-35, 40-52, 57-65, 70 and 72 are rejected under 35 
U.S.C. 103(a) as being unpatentable over US 6,130,200 Brodbeck in view of US 
5,614,206 to Randolph. 

Brodbeck was discussed in the previous Office Action. 
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What is lacking is a teaching of the anesthetics of instant claims, such as 
bipivacaine. 

Randolph teaches that bipivacaine is an anesthetic suitable for formulation in a 
sustained release composition. Claims 12, 20, and 26. 

It would have been prima facie obvious to a person of ordinary skill in the art at 
the time of the invention to include tatracaine in the invention of Brodbeck. This 
modification involves no more than adding a recognized anesthetic of Randolg to a 
composition that already has an anesthetic (Brodbeck). Combination of elements 
recognized in the prior art as having the same purpose in order to achieve the 
recognized purpose is prime facie obvious. Here, the combination represents no more 
than combining known anesthetis in order to achieve a composition that provides 
anesthesia. It follows that the claims constitute obvious subject matter. 

Claims 1-13, 18-20, 22-53, 57-72, and 122are rejected under 35 U.S.C. 103(a) 
as being unpatentable over US 6,130,200 Brodbeck in view of US 6,432,415 to 
Osborne and US 5,614,206 to Randolph. 

The teachings of Brodbeck was previously discussed. 

What is lacking is an anesthetic of instant claims. 

Osborne suggests the use of an anesthetic in gel-forming compositions based on 
PLGA. Claims 1 , 5, and 8. Randolph teaches that bipivacaine is an anesthetic suitable 
for formulation in a sustained release composition. Claims 12, 20, and 26. 

It would have been prima facie obvious to a person of ordinary skill in the art at 
the time of the invention to include an anesthetic, specifically bipivacaine, in the 
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composition of Brodbeck. Osborne teaches compositions similar to those of Brodbeck, 
and suggests the use of anesthetics therein. Randolf teaches that bipivacaine is a 
known anesthetic suitable for sustained release formulations. As such, inclusion of 
bipivicaine would be following the express suggestions of the art. 

Response to Arguments 
It is noted that the rejections to which Applicants' arguments apply have not been 
maintained in view of the amendments to the claims. The arguments have been 
considered to the extent that they apply to the rejections currently of record, but are not 
persuasive. 

The two arguments that appear to still apply are (1) the argument that the 
references do not teach "reduced initial burst", and (2) the argument that the references 
do not teach the efficacy ratios of claims 2-4, and (3) that the particle sizes of claims 64- 
39 are not suggested by the art. 

In response to the argument regarding reduced initial burst, this term is indefinite 
as discussed above. Nonetheless, Brodbeck's invention is designed to eliminate the 
problem of initial burst. See cols 3, 4, 8, and 9. Thus, Brodbeck teaches this limitation. 

In response to the argument that the references do not teach the efficacy ratios 
of claims 2-4, the specification notes that the efficacy ratios depend on the construction 
of the gel. Because Brodbeck constructs a gel identical to that of instant claims (the 
only difference being the nature of the active agent), Brodbeck implicitly teaches 
identical efficacy ratios. 
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In response to the argument that the particle sizes in the claims were not 
determined based on concern for the needle size with which the gel is to be delivered. 
In response, Brodbeck teaches particle sizes from 0.1-100 microns, or from 1-25 
microns. Col. 21 . These sizes read on those of the instant claims. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ERIC E. SILVERMAN whose telephone number is 
(571 )272-5549. The examiner can normally be reached on Monday to Thursday 7:00 
am to 5:00 pm and Friday 7:00 am to noon. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571 272 0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Eric E Silverman/ 
Examiner, Art Unit 1618 



